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Please find below and/or attached an Office communication concerning this application or proceeding. 
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Office Action Summary 




- The MA,UNG DATE of t,is oon,n,unio.t,on ..pesrs on the co.sr sHeet ^,tH the oojpon.ence .d,rj 



. MONTH(S) FROM 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 1 ?R /»> i„ „ 

after SIX (6) MONTHS from the mailing date'of thircommunication ' ""^^ ''"^^'^ ^'^'^ 

' t Ser^eVar^^'^''^' ^""^^ " ''''' ^^^^s. a reply within the statutory minimum of thirty ,30, days will 

" " 'l^nlir ^ " —V period will apply and will expire SIX ,6, MONTHS from the mailing date of this 

earned patent term adjustment. See 37 CFR 1 704(b) ^ communication, even if timely filed, may reduce any 

Status 

1 ) K Responsive to communication(s) filed on Aug 3f, 2001 

2a) □ This action is FINAL. 9hilvl tkio 

' -^D)iXJ This action is non-final. 

DisDosition of Claims 

4) K Claim(s) 1-15 and 17-19 

is/are pending in the application. 

4a) Of the above, claim(s) 2, 3. 5, 8-15, and 17-19 
t,,ri ^. . , ~ withdrawn fronn consideration. 

5) U Claim(s) 

— is/are allowed. 

~ ' — ■ is/are rejected. 



6) K Clainn(s) U 4, 5. and 7 

7) n Ctaim(s) 



8) K Claims 1-15 and 17-19 



. is/are objected to. 



Application Papers 

9)0 The specification is objected to by the Examiner. 



. are subject to restriction and/or election requirement. 



10)0 The drawing(s) filed on 
1 1 )□ The proposed drawing correction filed on 



. is/are objected to by the Examiner. 



12)0 The oath or declaration is objected to by the Examiner. 



. is:a)n approved b)^ disapproved. 



Priority under 35 U.S.C. § 119 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a).(d) 
a)K All b)n Some* c)U None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 

See the attached detailed Office action for a list of the earthed" copies nS received 

14) U Acknov^ledgement is made of a claim for domestic priority under 35 U.S.C. 5 1 19(e). 

Attachment(s) 

1 5} ^ Notice of References Cited (PTO-892) 

16) □ Notice of Dreftsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Statement(s) (PTO-1449) Paper No[s). 



18) □ Interview Summary (PTO-413) Paper No(3). 

1 9) D Notice of Informal Patent Application (PTO-1 52) 

20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 



Office Action Summary 



Part of Paper No. 7 



Serial No. 09/582,340 
Art Unit 1644 



DETAILED ACTION 

1. Applicant's election of Group II, claims 1, 3-5, and 7, with 
traverse, in Paper No. 9, filed 9/07/01, is acknowledged. The 
traversal is on the grounds that the invention must be considered 
under unity of invention rules and that the standard for unity of 
invention states that the special technical features which define 
the instant invention must be considered as a whole, and further 
that focusing on the lactadherin protein fails to consider said ' 
invention as a whole. 

These argument are not found persuasive for the following 
reasons. One method of establishing a lack of unity is the 
citation of a prior art reference teaching the invention of an 
independent claim. In the instant case, U.S. Patent No 
5,455,031 teaches the product of Claim 6. 

FINAL^^^ requirement is still deemed proper and is therefore made 

2. Claims 2-3, 6, 8-15, and 17-19 are withdrawn from further 
consideration by the examiner, 37 C.F.R. § 1.142(b) as beina 
drawn to nonelected inventions. 

Note that Claim 3, which depends on non-elected Claim 2 (an 
^ronA P^^P^^ly P^^t of Group I), was inadvertently included in 
broup II. Claim 3 has been withdrawn as being drawn to 
nonelected invention. 

Claims 1, 4-5, and 7 are being acted upon. 

";ho S^^"^""?"^' t'l'^^"""^ ^ objected to for the recitation of 

the mammal and "the lactadherin". Proper claim language would 
be "said mammal" and "said lactadherin". 

u!s.C^^112°^^°™^ ^ quotation of the first paragraph of 35 

The specification shall contain a written description of the 
invention, and of the manner and process of making and using 
It, in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with 
i K^^/^ "'"^^ nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. inventor 

5. Claims 1, 4-5, and 7 are rejected under 35 U.S.C 112 first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to one 
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skilled in the relevant art that the inventor, at the time the 
application was filed, had possession of the claimed invention. 

There is insufficient written description to show that 
Applicant was in possession of "variants" of lactadherin. 

The specification defines the term "variant" of lactadherin 
as "an artificial protein, i.e., a protein artificially created 
and not found in nature." Said definition comprises an 
insufficient description of the claimed invention as said 
definition would encompass essentially any mutated, substituted 
deleted, or rearranged protein. It is further noted that the 
claimed "variant" need not even possess lactadherin biological 
function; said "variants" only "generally retain" biological 
function _ Given the lack of a specific definition of the term, 
one of skill in the art would conclude that the specification 
fails to adequately describe the claimed invention. See Eli 
Lilly, 119 F.3d 1559, 43 USPQ2d 1398. 

^ Jn%^r^^?ni''^u^^ ^ quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, more 
than one year prior to the date of application for patent in the Unit;d 



as 



7.^ Claims 1, 4-5, and 7 are rejected under 35 U.S.C. 102(b) 
being anticipated by U.S. Patent No. 5,505,955 (1996). 

The ^955 patent teaches a method of regulating an immune 
response in a mammal, including humans, comprising administering 
to the mammal a lactadherin. Said method further comprising the 
stimulation of phagocytosis of antigens by dendritic cells and 
the stimulation of cross-priming of antigens (see particularly 
column 3, lines 40-67 and column 7, lines 58-60). Note that 
lactadherin appears to be referred to in the art by several names 
'S55'n'?^ rr^-^^',^^^^' Kd MW HMFG glycoproLin (as in ?he 

tvn^ S^o? ^^^^ proteins are heavily glycosylated mucin- 

type proteins commonly found in milk. 

Where the claimed and prior art products are identical or 
substantially identical in structure or composition, or are 
produced by identical or substantially identical processes, 
a prima facie case of either anticipation or obviousness has 
been established. In re Best, 562 F.2d 1252, 1255, 195 USPQ 
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430, 433 (CCPA 1977). "When the PTO shows a sound basis for 
believing that the products of the applicant and the prior 

.^f! applicant has the burden of showing 

that they are not." In re Spada, 911 F.2d 705, 709 15 
USPQ2d 1655, 1658 (Fed. Cir. 1990). ' 

Further note that while the reference does not specifically teach 
the stimulation of dendritic cells, said stimulation is an 
inherent property of the method taught by the reference. 

The reference clearly anticipates the claimed invention. 

8. Claims 1, 4-5, and 7 are rejected under 35 U.S.C. 102(b) as 
being anticipated by W095/15171 (1995). iuz(d; as 

W095/15171 teaches a method of regulating an immune resoonse 
in a mammal, including humans, comprising admlniste^ng to the 
mammal a lactadherin or a variant thereof. Said methSd further 
comprising the stimulation of phagocytosis of antigens bf 
T.^t ^ ^^^.''^^^^^'''^ stimulation of cross-priming of antigens 

see particularly page 3, lines 30-35 and page 22, lines 10-16? 
Note that while the reference does not specifically teach ^he " 
stimulation of dendritic cells, said stimulation is an inherent 
property of the method taught by the reference. i^nerent 

The reference clearly anticipates the claimed invention. 

9. No claim is allowed. 

10. Any inquiry concerning this communication or earlier 
pl'^^'i^'-T^'''"^ examiner should be directed to Dr Gerald 
Ewoldt whose telephone number is (703) 308-9805 The examined 

FrLajr^ro^ '^O^^^'f TTn^' Thursday " anSllte^^n^?:^ 

tridays from 7:30 am to 5:30 pm. A message may be left on the 
examiner's voice mail service. If attempt to reach the examLer 
ChrL\iS°cL''' unsuccessful, the examiner's supervisor, 
Christina Chan can be reached on (703) 308-3973. Any inquiry of 
ty.''T/u^ °^ relating to the status of this applicaMon 

should be directed to the Technology Center 1600 receotionii? 
whose telephone number is (703) 308-0196 receptionist 
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Papers related to this application may be submitted to 
Technology Center 1600 by facsimile transmission. Papers should 

c'Ss\'a °Ml!f r'X'r'^^ '-'^ '°-ted 

thP nn^H^: K1 • : 7 ^^''^''^ °^ ^""^^ P^P^^s must conform with 
the notice published in the Official Gazette, 1096 OG 30 

701^05- l/^'^^- telephone number' is 



G.R. Ewoldt, Ph.D. 
Patent Examiner 
Technology Center 1600 
November 19, 2001 



Patrick J. Nolan, Ph.D. 
Primary Examiner 
Technology Center 1600 



